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INTERNATIONAL PRELIMINARY 

EXAMINAT ION REPORT , , 

— International application No. PCT /SB 03/02557 

I. Basis of the report 



Description, Pages 

1-16 



as originally filed 



Claims, Numbers 

^ as originally filed 

These elements »ere available or lumlshed to this Authority l„ the followlrrg language: , which is- 

a the language of pubteatlon of the international application (under Rule 43 3(b)) 

Rjli^Ta'SiXVsT'""" °' -'-"««°n^ P'elimlnao- examination (under 

Prarn^^^l^^^^^^^^ app^t^n. the 

□ contained in the international application in written form. 

□ filed together with the international application in computer readable form. 

□ fumished subsequently to this Authority in written form. 

□ fumished subsequently to this Authority in computer readable form 

° I'^n^l^'nS!";^^^^^^^ '-ting does not go beyond the disclosure 

° Lt^hLTbTen^^^^^^^^^^ --P"t- -adable form is identical to the written sequence 

4. The amendments have resulted in the cancellation of: 
O the description, • pages: 

□ the claims. Nos.: 

□ the drawings, sheets: 

6. Additional observations, if necessary: 
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III. Non-establishment of oprnion with regard to novelty, inventive step and industrial applicability 

2vio« ^^S^S'S^^^ inventive step (to be non- 

□ the entire international application, 

El claims Nos. 46-47.49-50 with respect to industrial applicability 
because: 

see separate sheet 

° tVnrn;ab5S'o"^^^^^^ ^e'ow) or said claims Nos. are so unclear 

° coulf be formeT '° '"Adequately supported by the description that no meaningful opinion 



no international search report has been established for the said claims Nos. 



□ the written form has not been furnished or does not comply with the Standard. 

□ the computer readable form has not been furnished or does not comply with the Standard. 

o^^t-nti^T:.^^^^^^ novelty. Inventive step or Industrial applicability; 

1. Statement 
Novelty (N) 



inventive step (IS) 
Industrial applicability (lA) 

2. Citations and explanations 
see separate sheet 



Yes: Claims 

No: Claims 

Yes: Claims 

No: Claims 

Yes: Claims 

No: Claims 



/ 

1-50 
/ 

1-50 



1-45, 48: YES /46-47.49-50: see separate sheet 
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sheet"*"" ""^'"^ -^"^^^^ 

Re Item III 

Claims 46-47 and 49-50 relate to subject-matter considered by this Autliority to 
be covered by the provisions of Rule 67.1 (Iv) PCT. Consequently, no opinion will 

ttS.T IT/"'"''^ '° applicability of L subject-maZoT 

these claims (Article 34(4)(a)(i) PCT). 

Re Item V 

Reasoned statement under Article 35(2) with regard to novelty, inventive steo or 
■ndustna, applicability; citations and explanations supporting kuch statement 

Reference is made to the following documents: 

WO 97 01337 A (MCNEIL PPC INC) 16 January 1997 (1997-01-16) 
EP-A-0 780 127 (PROCTER & GAMBLE) 25 June 1997 (1997-06-25^ 
DATABASE MEDLINE [Online] US NATIONAL LIBRARY OF 
MEDICINE (NLM). BETHESDA. MD. US; 2000 PORTMANN D ET AL- 
[Acceptability of local treatment of allergic rhinitis with a combination of 
a corticoid (beclomethasone) and an antihistaminic (azelastine)]' 
Database accession no. NLM1 1233712 XP002252974 & REVUE DE 
LARYNGOLOGIE - OTOLOGIE - RHINOLOGIE. FRANCE 2000 vol 
1 21 , no. 4, 2000, pages 273-279, ISSN: 0035-1 334 
D4: BUSSE W W ET AL: 'CORTICOSTEROID-SPARING EFFECT OF 
AZELASTINE IN THE MANAGEMENT OF BRONCHIAL ASTHMA' 
AMERICAN JOURNAL OF RESPIRATORY AND CRITICAL CARE 
MEDICINE, AMERICAN LUNG ASSOCIATION. NEW YORK NY US 
vol. 1 53, no. 1 , 1 996. pages 1 22-1 27, XP0006041 79 ' ' ' 

D1 discloses (of. page 2 line 8 - page 8 line 25) a combination of (i) a topical 
nasa ant.h.staminic. i.e. levocabastine. azelastine or azatadine. and (ii) a topical 

bu^e onlde ■ ' ' triamcinolone, dexame Lson^^^^ 

budeson de, as nasal spray or nasal drops for the treatment of allergic rhinitis 

an anlT't ' " ' ""^ ^^^P'^ 3) ^ oombinatior^^of (i) 

an an^histamine possessing leukotriene inhibiting properties, i.e. cetirizine 

fl!^^ ff °;.--elastine. and (ii) a glucocorticoid, i.e. beclomethasone, 
flunisolide. tnamcinolone. fluticasone, mometasone or budesonlde. as nasal 



D1 
D2 
D3 
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V.I 

V.1.1 



spray for the treatment of allergic rhinoconjunctivitis 

mHt'corttof^^^ °* antihistamine azelastine and 

(..) the cort.co.d beclomethasone as nasal spray for the local treatment of 
seasonal or aperiodic rhinitis. 

D4 describes (page 126-127. discussion) that the combined use of (i) azelastine 
and 00 cort.costeroid medication in patients with asthma allowed p Joints o 
achieve a reduction in the use of inhaled corticosteroids while showTg 
improvements m the severity of asthma symptoms and in pulmonary function. 

Claims 1-43 - Composition (for use in medicine): Novelty - Inventive step 

The subject-matter of claims 1 -43 relates to a composition per se or to a 
composition for use in medicine comprising (i) azelastine and (ii) a steroid i e 
V 1 2 , ^-<^-sonl6e or cyclosen de 

V.1.2 The subject-matter of independent claim 1 is not novel according to Article 33(2) 
PCT over the teaching of D1 . D2. D3 or D4 ^ ' 

V.1.3 Dependent Claims 2-22 and 25 do not contain any features which in 

combination with the features of any claim to which they refer, meet the reauire 
ments of the PCT in respect of novelty and/or invent Jstep. he rellonrbeing" 

state ofTh ' " represent the most relevan ' 

state of the art. discloses (cf. page 2 line 8 - page 8 line 25) a combination o (i) 
a topica nasa antihistaminic. i.e. levocabastine. azelastine or azatadine and ( ) 

LxTmlT ''"f ^'-isolide. triamcinolone ' ^ ^ 

dexamethasone or budesonide. as nasal spray or nasal drops for the reatment 
of anergic rhinitis. The problem to be solved by the present Invention may 
the efore be regarded as the provision of alternative fomiulation com^risL (I) 
azelastine and (li) a steroid for the treatment of allergic disorders of'ye and 
nose or ain^ay disorders. It would be obvious to use an alternative steroid t 

foruS^n """" " '"'^"^ '"halation 
X/ i A r^"'^*'°")' ''^^^"s® unexpected technical effect can be seen 

clarm?2r2ll^Tp7 .ndependent Claims 23 (and dependent 

an74^ ^ ^' ' • ®' ^' ^' 37. 38. 39. 40. 41. 42 



V.2 
V.2.1 



Claims 46-50 - Therapeutical appiication: Novelty - Inventive step 

The subject-matter of claims relates to the therapeutical application of a 
composition comprising (i) azelastine and (11) a steroid. I.e'beclomethasone. 
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mometasone. fluticasone, budesonlde or cyclosenide for the treatment of 
conditions for which administration of one or more anti-histamine and/or one or 
more steroid ,s indicated, i.e. irritation or disorders of the nose or eye (e q 
u o o f^'^''''^'''^'^' rhinoconjunctivis). or ainvay disorders (e.g. asthma). 
V.2.2 The subject-matter of claims 46-50 is not novel according to Article 33(2) PCT 

Article 33(3) PCT for the same reasons as given under point V.1 . 



V.3 



V.3.1 



Claims 44-45 - Process: Novelty - Inventive step 



The subject-matter of claims 44-45 relates to a process for preparing a 
pharmaceutical composition comprising (i) azeiastine and (ii) a steroid i e 
V o nnometasone. fluticasone, budesonide or cyclosenide 

V.3.2 The subject-matter of claims 46-50 is not novel according to Article 33(2) PCT 

Article 33(3) PCT. since merely standard processes are used for preparing a 
composition which is already known (of. point V.1). 

V.4 Industrial applicability 



J T ^^sn^ent of the present claims 46-47 and 49-50 on the question 
whether they are industrially applicable, no unified criteria exist in the PCT 
Contracting States. The patentability can also be dependent upon the 
formulation of the claims. The EPO. for example, does not recognize as 
.ndustna ly applicable the subject-matter of claims to the use of a compound in 
medical treatment, but may allow, however, claims to a known compound for first 
use . medical treatment and the use of such a compound for the m'anufa " 
of a medicament for a new medical treatment. 
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